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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicant's submission filed on 
3/5/2007 has been entered. 

Status of Claims 

Claims 14-21 are pending and under consideration in this 
Office Action. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 
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Claims 14-21 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in" the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s), 
at the time the application was filed, had possession of the 
claimed invention. (This is a new matter rejection) . 

Claim 14 drawn to "providing a plurality of antibodies each 
having a signaling element" is not supported in the as filed 
specification. The as-filed specification does not define or 
describe what constitutes a "plurality" of antibodies. Likewise, 
the broad claimed "signaling element" is not supported in the 
original specification which discloses specific signaling 
elements. MPEP 714.02 clearly states that when amendments to the 
claims are made, applicants are to specifically point out the 
support in the specification. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

Claims 14-21 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. 

1. Claim 14 is indefinite as to the human tissue samples 
"derived" from different biological conditions. It is unclear as 
to the manner the samples are derived or which portion of which 
different conditions the tissues are derived. The step of 
"containing" at least two samples appears grammatically 
incorrect. "Obtaining" seem more appropriate for the first step 
of the method. It is unclear whether the different biological 
conditions are expressed in a single tissue sample. 

2. Claim 14, Step b "containing the proteins in discrete 
areas of an array that physically separate the at least two 
samples" is unclear. How is the proteins contained in the 
discrete areas of an array? "Contacting" appears more to be the 
appropriate step. How is the physical separation in the array 
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among the samples achieved by simply containing the protein in 
the array? It is not clear whether in the providing step, the 
antibodies identified that has specific binding affinity to an 
expression product of a gene sequence is the same or different 
from step (a) expressed gene products. 

3. It is not clear as to the "specific" binding affinity to 
an antibody in terms of the kind of expressed products it is 
considered specific thereto to the exclusion of "the other 
products, especially in the absence of any identifying features 
of any components of the method. 

4. The step of "correlating differences in the antibody 
binding reaction in the at least two samples with expression of 
the gene sequence identified with the member of the plurality of 
antibodies" is confusing as to the identification step being 
achieved. 

Double Patenting 

The nonstatutory double patenting rejection is based on a 
judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by 
a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting 
rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not 
patentably distinct from the reference claim (s) • because the 
examined application claim is either anticipated by, or would 
have been obvious over, the reference claim (s). See, e.g., In re 
Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re 
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Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van 
Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 
F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 
CFR 1.321(c) or 1.321(d) may be used to overcome an actual or 
provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is 
shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent 
of record may sign a terminal disclaimer. A terminal disclaimer 
signed by the assignee must fully comply with 37 CFR 3.73(b). 



Claims 14-21 are- provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being 
unpatentable over claim 2 of copending Application No. 
10/945, 543 ( '543 application) or claims 1-9 of copending 
application 10/945, 784 ( '784 ) . Although the conflicting claims 
are not identical, they are not patentably distinct from each 
other because the instant claimed method is similar to the 
methods of either the '543 or '784 application except the 
instant method affixes the protein products in an array as 
opposed to the copending applications with the antibody affixed 
to the array. However, it would have been obvious to affixed 
either the protein products (i.e., antigen) or antibody on the 
array with a reasonable expectation of achieving the same 
results i.e., identifying of the protein (antigen) present in 
the diseased state. 
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This is a provisional obviousness-type double patenting 
rejection because the conflicting claims have not in fact been 
patented. 

Maintained Rejection (s) Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included 
in this action can be found in a prior Office action. 

Claims 14, and 17-20 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Chenchik et al. (US Patent 6,087,102). 

Response to Arguments 

Applicant's arguments directed to the rejection under 35 
USC 102(b) as being anticipated by Chenchik et al. (US Patent 
6,087,102) for claims 14, and 17-20 were considered but they are 
not persuasive for reasons of record and reiterated below. 

Chenchik et al. disclose arrays of polymeric targets 
associated with the surface of the support and the method of 
using the array in high throughput gene expression analysis (see 
e.g. Abstract; col. 2, lines 3-11, and '51-62; col. 11, lines 3- 
23) . The polymeric targets are biopolymeric compounds that 
include naturally occurring polymeric compounds or mimetics or 
analogues of naturally occurring polymeric compounds. The 
biopolymeric compounds includes peptides, polypeptides and. 
proteins wherein they derived from cells or tissue extracts, 
which are derived from normal, disease, or condition state such 
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as cancer or exposure to toxic agents (see e.g. col. 3, lines 
13-20, and lines 51-64) . The polymeric targets are pattern on 
the support in a variety of configurations wherein each 
polymeric target are at a discrete location (see e.g. col. 5, 
lines 35-47) . The method of using the array in high throughput 
gene expression analysis comprises the step of preparing the 
probe, contacting the probe with the array under conditions 
sufficient for probe to bind with corresponding target, removal 
of unbound probe from the array, and detecting the bound probe 
(see e.g. col. 8, line 55 thru col. 10, line 45). The probes 
include peptidic probes such as polyclonal antibodies and a 
labeled with a detectable label (see e.g. col. 9, lines 18-65). 
The assay determines both the expression level and the size of 
the target bound by the probe (see e.g. col. 11, lines 3-23). 
Thus, the method of Chenchik et al. anticipates the presently 
claimed invention . 

Applicant argues that the reference of Chenchik et al. does 
not anticipate the presently claimed invention because Chenchik 
et al. do not teach or suggest the method steps of a "providing 
a plurality of antibodies each having a signaling element when 
each member of the plurality of antibodies is identified as 
having specific binding affinity to an expression product of the 
gene sequence" and "identifying differential gene expression 
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between the at least two distinct biological conditions by 
correlating differences in the antibody binding reaction in' the 
at least two samples with expression of the gene' sequence 
identified with the member of the plurality of antibodies". 
Thus, the reference of Chenchik et al. does not anticipate the 
presently claimed invention. 

Applicant's arguments are not convincing since the 
teachings of Chenchik et al. do anticipate the invention of the 
instant claims. It is the examiner position is that Chenchik et 
al. do disclosed the instant claimed 'providing 1 step of instant 
claim 14 (col. 9, lines 25-30 and 58-61) and the claimed 
'identifying 1 step of instant claim 14 (col. 10, line 65 up to 
col. 11, line 23) . That is Chenchik et al. do disclose that the 
binding reaction of a particular antibody is linked to a 
particular gene for the label, which associated with the probe 
(antibody) , provide a signal only when the probe is specifically 
bound to the target molecule (gene) (col. 9, lines 58-61; col. 
11, lines 12-23) . 

.Claims 14-21 are rejected under 35 U.S.C. 102(e) as being 

anticipated by Bandaru (US Patent 6,462,187 Bl; filing date of 
6/15/2000) for reasons repeated below. 
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Bandaru discloses a method of comparing the level of 
expressed polypeptide before! and after treatment of the disorder 
(e.g. biological conditions) (see e.g. col. 4, lines 9-13). The 
disorder includes cancerous condition (see e.g. col. 10, lines 
21-55) . The method of detection comprised of detecting the 
binding interaction of the antibody specific to the expressed 
polypeptide (see e.g. col. 37, lines 36-47). The method comprise 
of a two dimensional array having a plurality of addresses each 
address of the plurality is positionally distinguishable from 
each other address of the plurality (see e.g. col. 4, lines 35- 
45; col. 51, lines 37-67). Each address of the plurality can 
have a unique capture probe such as polypeptide, e.g. an 
antibody specific for the polypeptide. The plurality of 
addresses includes at least 10, 100, 500, 1,000, 5,000, 10,000, 
50,000 addresses (see e.g. col. 49, lines 14-16). The array can 
be use to assay gene expression in a tissue to ascertain tissue 
specificity of genes in the array (see e.g. col. 49, lines 62- 
64) or to monitor expression of one or more genes in an array 
with respect to time for ascertaining differential expression 
patterns of one or more genes in normal or abnormal cells (see 
e.g. col. 50, lines 32-45). Additionally, the method of Bandaru 
does disclose the step of containing human protein samples in an 
array (see e.g. col. 4, lines 9-13) and refer to the analysis of 
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gene expression information in a tissue sample is derived from 
the differential binding reactions at two discrete sites of the 
array (see e.g. col. 4, lines 35-40, and 43-45; col. 49, lines 
62-64). The method of Bandaru also disclose detecting the signal 
generated from a labeled attached to . the antibody that binds to 
the probe of the array (see e.g. col. 51, lines 8-67). Therefore 
the method of Bandaru anticipated the presently claimed method. 

Applicant's arguments directed to the rejection under 35 
USC 102(b) as being anticipated by Bandaru (US Patent 6,462,187 
Bl; filing date of 6/15/2000) for claims 14-21 were considered 
but they are not persuasive for the following reasons. 

Applicant alleges. that the reference of- Bandaru does not 
anticipate the presently claimed invention because Bandaru do 
not teach or suggest the method steps of a) "providing a 
plurality of antibodies each having a signaling element when 
each member of the plurality of antibodies is identified, as 
having specific binding affinity to an expression product of the 
gene sequence" and the method step of claim 15 wherein the 
antibodies are raised by in vivo immunization of a gene 
sequence. Thus, the reference of Bandaru does not anticipate the 
presently claimed invention. 

Applicant's arguments are not convincing since the 
teachings of Bandaru do anticipate the invention of the instant 
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claims. It is the examiner position that Bandaru does disclose 
the instant claimed 1 providing ' step of instant claim 14 (col. 
51, lines 8-67) and the method step of claim 15 (col. 26, line 1 
thru col. 30, line 10). That is, Bandaru does disclose that the 
binding reaction of a particular antibody is linked to a 
particular gene for the label, which associated with the probe 
(antibody) , provide a signal only when the probe is specifically 
bound to the target molecule (gene) (col. 50, lines 1-7; col. 51, 
lines 32-36 and 60-63) . Therefore, the teachings of Bandaru do 
anticipate the invention of the instant claims, and the 
rejection is hereby maintained. 

Claims 14-21 are rejected under 35 U.S.C; 102(e) as being 
anticipated by Wagner et al. (US Patent 6,329,209 Bl; filing 
date 7/14/1999) for reasons restated below. 

Wagner et al. disclosed a method of comparing the protein 
expression of two cells or a population of cells that have been 
exposed to different conditions (see e.g. col. 37, lines 19-67). 
The method comprises an array of protein-capture agents arranged 
in discrete, known regions of patches (see e.g. col. 9, lines 
66-67 to col. 10, lines 1-12). The array can have any number of 
a plurality of different protein-capture agents (see e.g. col. 
11, lines 1-11). For instance, an array comprise of about 10,000 
patches would comprise of about 10,000 different protein-capture . 
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agents (see e.g. col. 11, lines 28-33) . Therefore, the number of 
different protein-capture agents on an array will vary depending 
on the application desired (see e.g. col. 11, lines 12-13). The 
protein-capture agent would include biomolecule such as protein 
or polynucleotide (see e.g. col. 4, lines 48-67) and would binds 
specifically to the antibody of interest (see e.g. col. 12, 
lines 48-52). Additionally, the method of Wagner et al. does 
perform the method step of containing two tissue samples onto an 
array to obtain gene expression analysis because Wagner et al. 
define an array as an arrangement of entities in a pattern on a 
substrate (see e.g. col. 6, lines 61-64) and the array have 
plurality of different protein-capture agents' (see e.g. col. 11, 
lines 1-4') (i.e. pluralities of different protein-capture agents 
are arranged in a pattern on a substrate). Wagner et al. 
discloses that protein-capture agents are proteins in a cell 
that specifically binds to another protein such as an antibody 
(see e.g. col. 12, lines 5.0-52). The method of Wagner et al. 
also disclose detecting the signal generated from a labeled 
attached to the antibody that binds to the protein-capture 
agents of the array (see e.g. col. 34, lines 10-43). Therefore 
the method of Wagner et al. anticipates the presently claimed 
method . 
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Applicant's arguments directed to the rejection under 35 
USC 102(b) as being anticipated by Wagner et al. (US Patent 
6,329,209 Bl; filing date 7/14/1999) for claims 14-21 were 
considered but they are not persuasive for the following 
reasons . 

Applicant contends that the reference of Wagner et al. does 
not anticipate the presently claimed invention because Wagner et 
al. do not teach or suggest the method steps of a) "providing a 
plurality of antibodies each having a signaling element when 
each member of the plurality of antibodies is identified as 
having specific binding affinity to an expression product of the 
gene sequence" and the method. step of claim 15 wherein the 
antibodies are raised by in vivo immunization of a gene 
sequence. Thus, the reference of Wagner et al. does not 
anticipate the presently claimed invention. 

Applicant's arguments are not convincing since the 
teachings of Wagner et al. do anticipate the invention of the 
instant claims. It is the examiner position is that Wagner et 
al. do disclosed the instant claimed 'providing 1 step of instant 
claim 14 (see e.g. col. 34, lines 10-43; col. 36, lines 51-65; 
col. 37, lines 54-67) and the method step of claim 15 (col. 26, 
line 37 thr col. 28, line 26). That is Wagner et al. do disclose 
that the binding reaction of a particular antibody is linked to 
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a particular gene for the label, which associated with the probe 



bound to the target molecule (gene) (see e.g. col. 36, lines 51- 
65; col. 37, lines 1-36). Therefore, the teachings of Wagner et 
al. do anticipate the invention of the instant claims, and the 
rejection is hereby maintained. 
No claim is allowed. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to T. D. 
Wessendorf whose telephone number is (571) 272-0812. The 
examiner can normally be reached on Flexitime. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, James Schultz can be 
reached on (571) 272-0763. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 

(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information- for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 

(IN USA OR CANADA) or 571-272-1000. ^ ■ 
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